As the importance and complexity of medical device software continues to increase there is growing demand for effective process assessment and improvement in this domain. To address this need the Medi SPICE process assessment and improvement model is being developed. Regulatory compliance is both an important and challenging aspect of medical device software development. Particularly as new regulations are being released and existing standards revised due to the attention that software is receiving within the health domain. To comply with these latest developments the Medi SPICE Process Reference Model (PRM) is being developed to conform with ISO/IEC 12207:2008 and the forthcoming release of ISO/IEC 15504-5 (currently under ballot). This paper outlines the development of the Medi SPICE PRM. It also provides details of the schedule for the full release of the Medi SPICE model.
Introduction
Today software plays a key role in the diagnosis, treatment and care of patients in the healthcare sector. As a result the functionality, complexity and role of medical device software has increased substantially over the last few years. This is acknowledged by the European Union (EU) who in their latest amendment to the Medical Device Directive (MDD) (2007/47/EC) [1] recognize that standalone software can now be classed as an active medical device. As a result of all these changes the complexity of developing medical device software has increased. This is coupled with the necessity to meet the regulatory requirements of the location where the medical device is to be marketed. In the United States the regulatory and approval body is the Food and Drug Administration (FDA). In the EU medical devices must comply with the MDD and receive a CE mark before they can be marketed. To achieve compliance with national regulatory requirements conformance with a number of international standards, technical reports and guidance documents are recommended by the relevant auditing bodies. In addition to the release of new regulations the revision of existing standards and the publication of new guidance documents is ongoing. Despite the regulatory bodies outlining the necessary regulations, standards and guidance documents, no specific methods for performing the required activities to achieve regulatory approval have been provided. In these circumstances medical device organizations have been compliance centric in their approach to software development and there has been very limited adoption of software process improvement within this domain. While previously this was not a vital issue due to the limited proportion of software contained in medical devices, this is no longer the case. There is now a particular requirement for highly effective and efficient software development processes to facilitate medical device software development [7] . To address this need Medi SPICE is currently being developed.
Medi SPICE
The objective of Medi SPICE is to provide a software process assessment and improvement model that meets the specific requirements of the medical device domain [7] . The results of a Medi SPICE assessment may be used to indicate the current state of a medical device supplier's software practices in relation to the regulatory requirements of the industry and identify areas for improvement. It may also be used by medical device software organizations to assess and improve their software development processes. 
